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the use of order forms in accordance 
with part 1305 of this chapter. 

(2) On the date of transfer of the con-
trolled substances, all records required 
to be kept by the registrant-transferor 
with reference to the controlled sub-
stances being transferred, under part 
1304 of this chapter, shall be trans-
ferred to the registrant-transferee. Re-
sponsibility for the accuracy of records 
prior to the date of transfer remains 
with the transferor, but responsibility 
for custody and maintenance shall be 
upon the transferee. 

(3) In the case of registrants required 
to make reports pursuant to part 1304 
of this chapter, a report marked 
‘‘Final’’ will be prepared and submitted 
by the registrant-transferor showing 
the disposition of all the controlled 
substances for which a report is re-
quired; no additional report will be re-
quired from him, if no further trans-
actions involving controlled substances 
are consummated by him. The initial 
report of the registrant-transferee 
shall account for transactions begin-
ning with the day next succeeding the 
date of discontinuance or transfer of 
business by the transferor-registrant 
and the substances transferred to him 
shall be reported as receipts in his/her 
initial report. 

[62 FR 13957, Mar. 24, 1997] 

SECURITY REQUIREMENTS 

§ 1301.71 Security requirements gen-
erally. 

(a) All applicants and registrants 
shall provide effective controls and 
procedures to guard against theft and 
diversion of controlled substances. In 
order to determine whether a reg-
istrant has provided effective controls 
against diversion, the Administrator 
shall use the security requirements set 
forth in §§ 1301.72–1301.76 as standards 
for the physical security controls and 
operating procedures necessary to pre-
vent diversion. Materials and construc-
tion which will provide a structural 
equivalent to the physical security 
controls set forth in §§ 1301.72, 1301.73 
and 1301.75 may be used in lieu of the 
materials and construction described 
in those sections. 

(b) Substantial compliance with the 
standards set forth in §§ 1301.72–1301.76 

may be deemed sufficient by the Ad-
ministrator after evaluation of the 
overall security system and needs of 
the applicant or registrant. In evalu-
ating the overall security system of a 
registrant or applicant, the Adminis-
trator may consider any of the fol-
lowing factors as he may deem relevant 
to the need for strict compliance with 
security requirements: 

(1) The type of activity conducted 
(e.g., processing of bulk chemicals, pre-
paring dosage forms, packaging, label-
ing, cooperative buying, etc.); 

(2) The type and form of controlled 
substances handled (e.g., bulk liquids 
or dosage units, usable powders or non-
usable powders); 

(3) The quantity of controlled sub-
stances handled; 

(4) The location of the premises and 
the relationship such location bears on 
security needs; 

(5) The type of building construction 
comprising the facility and the general 
characteristics of the building or build-
ings; 

(6) The type of vault, safe, and secure 
enclosures or other storage system 
(e.g., automatic storage and retrieval 
system) used; 

(7) The type of closures on vaults, 
safes, and secure enclosures; 

(8) The adequacy of key control sys-
tems and/or combination lock control 
systems; 

(9) The adequacy of electric detection 
and alarm systems, if any including 
use of supervised transmittal lines and 
standby power sources; 

(10) The extent of unsupervised public 
access to the facility, including the 
presence and characteristics of perim-
eter fencing, if any; 

(11) The adequacy of supervision over 
employees having access to manufac-
turing and storage areas; 

(12) The procedures for handling busi-
ness guests, visitors, maintenance per-
sonnel, and nonemployee service per-
sonnel; 

(13) The availability of local police 
protection or of the registrant’s or ap-
plicant’s security personnel; 

(14) The adequacy of the registrant’s 
or applicant’s system for monitoring 
the receipt, manufacture, distribution, 
and disposition of controlled sub-
stances in its operations; and 
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(15) The applicability of the security 
requirements contained in all Federal, 
State, and local laws and regulations 
governing the management of waste. 

(c) When physical security controls 
become inadequate as a result of a con-
trolled substance being transferred to a 
different schedule, or as a result of a 
noncontrolled substance being listed on 
any schedule, or as a result of a signifi-
cant increase in the quantity of con-
trolled substances in the possession of 
the registrant during normal business 
operations, the physical security con-
trols shall be expanded and extended 
accordingly. A registrant may adjust 
physical security controls within the 
requirements set forth in §§ 1301.72– 
1301.76 when the need for such controls 
decreases as a result of a controlled 
substance being transferred to a dif-
ferent schedule, or a result of a con-
trolled substance being removed from 
control, or as a result of a significant 
decrease in the quantity of controlled 
substances in the possession of the reg-
istrant during normal business oper-
ations. 

(d) Any registrant or applicant desir-
ing to determine whether a proposed 
security system substantially complies 
with, or is the structural equivalent of, 
the requirements set forth in §§ 1301.72– 
1301.76 may submit any plans, blue-
prints, sketches or other materials re-
garding the proposed security system 
either to the Special Agent in Charge 
in the region in which the system will 
be used, or to the Diversion Operations 
Section, Drug Enforcement Adminis-
tration, Department of Justice, Wash-
ington, DC 20537. 

(e) Physical security controls of loca-
tions registered under the Harrison 
Narcotic Act or the Narcotics Manufac-
turing Act of 1960 on April 30, 1971, 
shall be deemed to comply substan-
tially with the standards set forth in 
§§ 1301.72, 1301.73 and 1301.75. Any new 
facilities or work or storage areas con-
structed or utilized for controlled sub-
stances, which facilities or work or 
storage areas have not been previously 
approved by the Administration, shall 
not necessarily be deemed to comply 
substantially with the standards set 
forth in §§ 1301.72, 1301.73 and 1301.75, 
notwithstanding that such facilities or 
work or storage areas have physical se-

curity controls similar to those pre-
viously approved by the Administra-
tion. 

[36 FR 18729, Sept. 21, 1971. Redesignated at 
38 FR 26609, Sept. 24, l973, and amended at 46 
FR 28841, May 29, 1981; 47 FR 41735, Sept. 22, 
1982; 51 FR 5319, Feb. 13, 1986; 68 FR 41228, 
July 11, 2003] 

§ 1301.72 Physical security controls for 
non-practitioners; narcotic treat-
ment programs and compounders 
for narcotic treatment programs; 
storage areas. 

(a) Schedules I and II. Raw material, 
bulk materials awaiting further proc-
essing, and finished products which are 
controlled substances listed in Sched-
ule I or II (except GHB that is manu-
factured or distributed in accordance 
with an exemption under section 505(i) 
of the FFDCA which shall be subject to 
the requirements of paragraph (b) of 
this section) shall be stored in one of 
the following secured areas: 

(1) Where small quantities permit, a 
safe or steel cabinet; 

(i) Which safe or steel cabinet shall 
have the following specifications or the 
equivalent: 30 man-minutes against 
surreptitious entry, 10 man-minutes 
against forced entry, 20 man-hours 
against lock manipulation, and 20 man- 
hours against radiological techniques; 

(ii) Which safe or steel cabinet, if it 
weighs less than 750 pounds, is bolted 
or cemented to the floor or wall in such 
a way that it cannot be readily re-
moved; and 

(iii) Which safe or steel cabinet, if 
necessary, depending upon the quan-
tities and type of controlled substances 
stored, is equipped with an alarm sys-
tem which, upon attempted unauthor-
ized entry, shall transmit a signal di-
rectly to a central protection company 
or a local or State police agency which 
has a legal duty to respond, or a 24- 
hour control station operated by the 
registrant, or such other protection as 
the Administrator may approve. 

(2) A vault constructed before, or 
under construction on, September 1, 
1971, which is of substantial construc-
tion with a steel door, combination or 
key lock, and an alarm system; or 

(3) A vault constructed after Sep-
tember 1, 1971: 

(i) The walls, floors, and ceilings of 
which vault are constructed of at least 
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